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Disclosures
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There is no commercial support for today’s webinar

Neither the speakers nor planners for today’s 
webinar have disclosed any financial interests related 
to the content of the meeting

This webinar is meant for healthcare facilities and is 
off the record and reporters should log off now.



Disclaimer

• This is a rapidly evolving situation so the information being 
presented is current as of today (12/17/20) so we highly 
recommend that if you have questions after today you utilize 
the resources that we will review at the end of this 
presentation. 
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Objectives

1. Understand the biology and development of COVID-19 
vaccines

2. Understand the importance of COVID-19 vaccination, 
particularly for healthcare workers

3. Discuss updates on COVID-19 vaccine roll-out for LA County
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1. COVID-19 Vaccine:
Development, mechanism, safety



LA County Epidemiology Update



COVID-19 vaccine results

• A scientific, collaborative triumph with better 
and faster results than expected: 

94% efficacious

• Endpoint was symptomatic disease. Also 
reduced severe COVID-19 by 90-100%.

• Reassuringly similar results from two largely 
similar vaccines

• Extensively studied with 43,000+ (Pfizer) and 
30,000+ (Moderna) phase 3 participants 

• Wide ages and 42% and 37% respectively 
from diverse racial and ethnic groups

• 25% >65-year-old, 25% comorbidity



Sub-group efficacy analysis
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• Age, race, sex, co-morbidity subgroups analyzed
• Elderly

• Various illnesses: obesity, DM2, HTN, CKD, Liver disease, Cancer, more

• Not powered for these, similar efficacy for all (not statistically different)

• Partial immunization efficacy (after 1st dose alone):
• ~60-90%

• Vaccinate as soon as possible



• Jump started thanks to 
lessons from vaccine 
development since 2003 with 
SARS-CoV then MERS 
coronaviruses

• No skipped steps: Phases 1, 
2, 3 completed

• Timeline shortened by 
overlapping certain phases 
including manufacturing

• 2 months of full safety data 
available for EUA

COVID-19 vaccine development

Demming et al. NEJM, 2020



Mechanism of Action

BioNTech

Moderna

• mRNA codes for the viral spike (S) protein 
which is used to enter human cells 
through the ACE2 receptor

• Encapsulated in lipid nano-particles that 
stabilize and allow cell entry

• Translated by ribosomes with the spike 
protein then anchored on the cell wall 

• Recognized by antigen presenting cells 
leading to the development of humoral 
(antibody) and cellular immunity 

• Does NOT affect our DNA



Immune response data

Phase 2 immune correlates studied:

• Antibody titers

• Virus neutralization

• T-cell responses (Moderna)

• Compared against convalescent serum 
(natural infection)

• Summary:

• Robust responses in all three measures

• Notably, higher than achieved by 
natural infection in plasma donors

• Corresponds with phase 3 clinical 
correlation, but unclear implications for 
duration of protection, and benefit to those 
with prior infection 

Pfizer

Walsh
NEJM
2020

Moderna

Jackson
NEJM
2020



Antibody titers over time

• Stable over 4 months so far

Widge et al. NEJM 2020
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Brief review

Vaccine Preparation Route Dosing Storage Ages Contraindications

Pfizer/
BioNTec
h

30µg in 0.3mL

5 dose vial

IM 2 doses

21d apart

-80°C 6m >16 Severe allergy to 
vaccine component
Precaution: any other 
injectable med or 
vaccine

4°C 5d

Room 6h

Modern
a

100µg in 
0.5mL

10 dose vial

IM 2 doses

28d apart

-20°C 6m >18 EUA pending

4°C 30d

Room 12/6h



• In >43,000 phase 3 participants: 

No serious adverse events reported

No evidence of antibody-dependent 
enhancement

Phase 3 detailed data

• Local events: 

Mostly mild, pain at site of injection was 
common

• Systemic events:

Mostly mild, fatigue was common

• Summary: 

Mild reactions, more after the 2nd dose

Safety data: Pfizer
18-55yrs

65-85yrs

18-55yrs

65-85yrs

Walsh et al. NEJM, 2020 



Safety Data: Unsolicited Adverse Events
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Safety data: solicited 
AEs (systemic), 18-55 

• Median onset
• 1-2 days after either dose

• Median duration
• 1 day after either dose

• Mild, moderate, severe



Other AE points
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• Among unsolicited non-serious AE, transient lymphadenopathy was 
vaccine associated
• <0.5%

• No serious AEs were vaccine associated

• Unsolicited AE within 30 mins 0.3-0.4% (same as placebo)

• Hypersensitivity related AE 0.6% (similar to placebo 0.5%) 



Special populations
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• Pregnancy
• 23 pregnancies (12 vaccine, 11 placebo)

• Unsolicited AEs include spontaneous abortion and retained POCs (placebo)

• Immunocompromised
• Data are insufficient for assessing safety

• Narrow definition of immunocompromised

• Prior SARS-CoV-2, n=1,093
• Data are insufficient for benefit

• No safety concerns noted



Safety data: Moderna

Jackson et al. NEJM, 2020 

• In >30,000 phase 3 participants: 

• No serious adverse events reported

• No evidence of antibody-dependent 
enhancement

Phase 3 detailed data

• Local events: 

• Mostly mild, pain at site of injection 
was common

• Systemic events:

• Mostly mild, fatigue and headache 
were common with chills, fever, and 
myalgia presenting after the 2nd dose

• Summary: 

• Mild to moderate reactions, more 
after the 2nd dose



Safety Data: Unsolicited Adverse Events 
(real-world)
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Safety data: solicited 
AEs (systemic)

• Median onset
• 1-2 days after either dose

• Median duration
• 2 days after either dose

• Few grade 3 (severe; preventing 
daily activity or took medicine) or 
4 (ER or hospitalization)

• Fewer in elderly

• More after 2nd dose



Special populations
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• Pregnancy
• 13 pregnancies (6 vaccine, 7 placebo)

• Unsolicited AEs included spontaneous abortion (placebo)

• New animal tox report: no effects on female reproduction, fetal/embryonal 
development, or postnatal developmental

• Immunocompromised
• HIV n=176

• Data are insufficient 

• Efficacy more of a question than safety

• Prior SARS-CoV-2, n=675
• Data are insufficient for benefit

• No safety concerns noted



Other AE points
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• Among unsolicited non-serious AE, transient 
lymphadenopathy was vaccine associated
• 1.1% vaccine recipients compared to 0.63% placebo

• No serious AEs were vaccine associated
• 1 event of intractable nausea and vomiting

• 2 resolved facial swellings with dermal fillers (similar to flu vaccine)

• 3 Bell’s palsy in vaccine, 1 placebo, unclear association with onset, other URI

• Unsolicited AE within 30 mins 0.6% vaccine, 0.6% placebo

• Hypersensitivity related AE 1.5% (higher than placebo 1.1%) 
• No anaphylactic or severe hypersensitivity reactions



Continued safety plans
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• Total follow-up period of 24 months

• Active and passive data collection 

• Continued repeat efficacy and safety analysis among sub-
groups

• Pediatric, immunosupressed, lactation, and pregnancy 
data needs highlighted



Reporting Adverse Events
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• Mandatory reporting to VAERS :
• Vaccine administration errors whether 

associated with an adverse event

• Serious adverse events (irrespective of 
attribution to vaccination)

• Multisystem Inflammatory Syndrome in 
children and adults

• Cases of COVID-19 that result in 
hospitalization or death 

• V-safe is a new smartphone-based 
opt-in program 

• Telephone follow-up to anyone who 
reports medically important adverse 
events

• Missed work, inability to do daily 
activities, or receiving healthcare 
triggers VAERS Call Center



• Led by the Advisory Committee on 
Immunization Practices. ACIP consists of 
independent medical experts who develop 
recommendations through regular public 
meetings

• After FDA EUA approval, ACIP will quickly 
hold a public meeting to review all 
available data and review all available 
clinical trial information, including 
descriptions of

– Who is receiving each candidate 
vaccine (age, race, ethnicity, underlying 
medical conditions)

– How different groups respond to the 
vaccine

– Side effects experienced

• From these data, ACIP will then vote on 
whether to recommend the vaccine and, if 
so, who should receive it.

Recommendation development

https://www.cdc.gov/vaccines/hcp/acip-recs/index.html



• History of severe allergic reaction (anaphylaxis) to any of 
the vaccine components

• Polyethylene glycol (PEG), used to increase half-life in 
several medications, suspected to be the allergic 
component

Contraindication



• Individuals with a history of anaphylaxis to any injectable 
medication or vaccine

• Can receive the vaccine, risk/benefit discussion with HCP

• Longer post-vaccination monitoring

Precautions



• 15 minutes routinely

• 30 minutes in those with a history of anaphylaxis / family history of any 
cause

Post-vaccine monitoring



• If otherwise part of a recommended population (e.g. HCP, 
LTCF resident), unless contraindication, vaccine remains 
recommended with a risk-benefit discussion with the HCP. 
Including:

– Pregnancy / breast-feeding

– Immunosuppressed, HIV

• Safety data limited (but some) and no theoretical safety 
concerns but known risks of COVID-19 in these groups

• May not achieve similar immunogenicity and efficacy

Recommended with risk-benefit discussion



• Vaccine recommended unless active infection, i.e., before end of 
isolation

• Safety data available, no safety concerns

• May consider delaying until more than 90 days post-infection, 
given low risk of reinfection within this period, to save scarce 
vaccine supply (must after mAb)

• Recommend against any SARS-CoV-2 testing, including serology, 
prior to vaccination

• No other vaccines 2 weeks before or after COVID-19 vaccine dose 

Prior positive SARS-CoV-2 test / mAb
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2. COVID-19 Vaccine: 
Importance of COVID-19 vaccination



• Protect yourself COVID-19 disease 

• Decrease the risk of severe disease in case of infection

• Prevent spread to loved ones

Individual benefits to vaccination

LA Mask Print Project



• Protect others in your community, masking and physical distancing are 
important but not perfect

• Help maintain essential services and allow economic activity restrictions lifting

• End the pandemic 

Social benefits to vaccination

Source: CDC



• Priority group number 1 for the limited supplies 
of the new vaccine because:

– At higher-risk due to frequent, close 
exposure

– Essential workers whose protection is 
necessary to maintain the functioning of our 
health system and society

• Healthcare workers are the most trusted source 
of information on COVID-19 and vaccination for 
the public.

• Heroes in the eyes of the public for their 
dedication, and commitment during the 
pandemic. 

• Professional obligation to get vaccinated and 
continue to lead by example

Healthcare workers and vaccination

Source: Marvel 
comics

Source: Banksy



• Use best practices from your experience 
with flu

• Offer onsite vaccination

• Encourage documentation of refusal to 
receive including medical and other 
exemptions

• Mask use required as present for those 
who decline. Vaccinees also need to 
mask until data on infection 
transmission available

• Goals should be the same or higher rate 
as your previous highest influenza 
vaccine coverage

Improving healthcare worker vaccination



3. COVID-19 Vaccine:
LA County roll-out



Phased approach to vaccine availability

National Academies of Science, Engineering, and Medicine



• Goals for vaccination while supply is limited
– Decrease death and serious disease as much as possible

– Preserve functioning of society

– Reduce the extra burden the disease is having on people already facing disparities

– Increase the chance for everyone to enjoy health and well-being

• Ethical principles while supply is limited
– Maximize benefits and minimize harms — Respect and care for people using the best 

available data to promote public health and minimize death and severe illness

– Mitigate health inequities — Reduce health disparities in the burden of COVID-19 
disease and death, and make sure everyone has the opportunity to be as healthy as 
possible

– Promote justice — Treat affected groups, populations, and communities fairly. Remove 
unfair, unjust, and avoidable barriers to COVID-19 vaccination

– Promote transparency — Make a decision that is clear, understandable, and open for 
review. Allow and seek public participation in the creation and review of the decision 
processes

Source: https://www.cdc.gov/coronavirus/2019-ncov/vaccines/recommendations-process.html

Consensus values guiding the phases



• Pre-positioned vaccine: 

– Shipped before EUA so its ready to go once 
FDA and ACIP approvals made

• Pharmacy partnership for Long-Term Care facilities

• Direct orders

– Health facilities enrolled in VTrckS through 
CDPH

• Retail pharmacy program 

– 19 chains and independent as of now

– 38,000 retail pharmacies covering 60% of the 
US population

Sources of COVID-19 vaccine supply



Vaccine information systems and documentation

• Multiple information needs currently 
across multiple different systems:

• Scheduling

• Ordering

• Inventory

• Reporting

• Local and federal reporting requirements

• Record all individual level vaccine 
administration in EMR within 24 hours

• Report all EMR data within 72 hours

• Goal is for an integrated end-to-end system 
without the need for duplication. May be 
fragmented initially with progressive 
improvement.



LA County specifics

• Need for further triaging of the 1A group 
until large vaccine supplies available

• Planning in process for specifics within 
facility and between facility

• Informed by data including social 
vulnerability, healthcare worker 
surveillance, inputs from many sources

• Health provider outreach

• 82,875 Pfizer doses this week

• ~66,000 Pfizer, 116,000 Moderna next 



HCW Survey
1. Emphasize vaccine safety and development 
knowledge, this was least known and impactful. 
Specifically, Pfizer and Moderna vaccine trial 
studies involved more than 70,000 participants of 
all races and ages with no serious adverse events. 

2. To encourage vaccine uptake, use targeted 
messaging on attitudes regarding vaccination, 
specifically on the importance of the protection of 
loved ones, protection of patients, and ending the 
pandemic. These were more important than the 
vaccines ability to protect oneself. 

3. Anticipate a rate of 20% signed declinations in 
acute care hospitals/facilities, varying by staff role 
based on this sample of healthcare providers. 

4. Focus on reaching Nursing staff, to provide them 
equal opportunity and equal protection as 
Physicians

5. After news reports from the media, most staff 
receive their vaccine information through their 
workplace. You can make a difference by educating 
and engaging staff with on-site and online 
vaccination resources! 



Checklist contents



Checklist contents

• Appendix included
• All referenced 

documents with brief 
descriptions

• Digital “binder”
• Zipped file of all the 

above resources 



Infection prevention and control reminder

• Vaccination for COVID-19 will be critical

• At the same time, for both COVID-19 control, 
and for other infectious diseases continue 
public health fundamentals:

• PPE

• Staff screening

• Hand hygiene

• Precautions

• Environmental cleaning

• AMR

• Routine vaccinations



• Well developed, safe, efficacious vaccines

• Health facility and healthcare worker 
responsibility

• Patience and understanding with gradual phased 
roll out

Take home points



• Is there any vaccine efficacy/safety data for person with co-morbidities? 

• Can clinical staff opt out of participating in vaccine administration activities if 
they believe there is insufficient data on vaccine efficacy/safety in person with 
co-morbid conditions?

• What is the communication plan to educate the public regarding 2 dose 
requirement, decreased efficacy with a single dose and the need to continue 
to use face masks and practice social distancing until vaccine is effective (28 
days plus second dose) and until a sufficient number in the population receive 
2 doses including time for vaccine to become effective?
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Questions?
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